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Procedural steps taken and scientific information after the authorisation 

Application 

number 

Scope Opinion/ 

Notification1 

issued on 

Commission 

Decision 

Issued‘ / 

amended 

on 

Product 

Information 

affected2 

Summary3 

IB/0022 C.I.z - Changes (Safety/Efficacy) of Human and 
Veterinary Medicinal Products - Other variation 

03/02/2021  SPC, Labelling 
and PL 

The Agency accepted the variation to correct translations 
errors which have been identified in the Product 
Information (PI) in several languages (BG, DA, ES, ET, FR, 
HR, HU, IT, LT, MT, NO, PL and SK). The MAH took the 
opportunity to align the product information with the latest 
QRD template. 

IG/0951 C.I.9.b - Changes to an existing pharmacovigilance 
system as described in the DDPS - Change(s) in the 
safety database and/or major contractual 
arrangements for the fulfilment of PhV obligations, 
and/or change of the site undergoing PhV activities 

05/07/2018 n/a  n/a 

IA/0020 B.II.d.1.d - Change in the specification parameters 
and/or limits of the finished product - Deletion of a 
non-significant specification parameter 

08/01/2018 n/a  n/a 

IG/0747 C.II.6.a - Changes to the labelling or the PL which are 
not connected with the SPC - Administrative 
information concerning the holder's representative 

23/03/2017 08/05/2018 SPC, Labelling 
and PL 

The Agency accepted the variation to update the list of local 
representatives in the product information. 

IA/0018 B.II.e.7.b - Change in supplier of packaging 
components or devices (when mentioned in the 

15/03/2016 n/a  The Agency accepted the variation to replace a supplier of 
the primary packaging. 

 
1 Notifications are issued for type I variations (unless part of a group including a type II variation or higher procedure or a worksharing application). Opinions are issued for all other 
procedures. 
2 SPC (Summary of Product Characteristics), Annex II, Labelling, PL (Package Leaflet). 
3 Since October 2019 summary information is no longer published for variations that do not impact upon the product information 
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dossier) - Replacement or addition of a supplier 
IAIN/0017/G This was an application for a group of variations. 

 
A.4 - Administrative change - Change in the name 
and/or address of a manufacturer or an ASMF holder 
or supplier of the AS, starting material, reagent or 
intermediate used in the manufacture of the AS or 
manufacturer of a novel excipient 
A.5.a - Administrative change - Change in the name 
and/or address of a manufacturer/importer 
responsible for batch release 
A.5.b - Administrative change - Change in the name 
and/or address of a manufacturer/importer of the 
finished product, including quality control sites 
(excluding manufacturer for batch release) 
A.7 - Administrative change - Deletion of 
manufacturing sites 
A.7 - Administrative change - Deletion of 
manufacturing sites 

05/09/2013 01/09/2014 SPC, Annex II, 
Labelling and 
PL 

The Agency accepted the group of variations to change the 
name and address of the manufacturer of the active 
substance, finished product manufacturer and batch release 
site, and to delete a site for batch release and a 
manufacturer of the active substance. 

T/0016 Transfer of Marketing Authorisation 26/04/2013 09/07/2013 SPC, Labelling 
and PL 

The European Commission transferred the marketing 
authorisation from 'Pfizer Ltd' to 'Zoetis Belgium SA'. 

II/0015/G This was an application for a group of variations. 
 
B.I.a.1.e - Change in the manufacturer of AS or of a 
starting material/reagent/intermediate for AS - The 
change relates to a biological AS or a starting material 
[-] used in the manufacture of a 
biological/immunological product 
B.I.d.1.a.4 - Stability of AS - Change in the re-test 
period/storage period - Extension or introduction of a 
re-test period/storage period supported by real time 
data 
B.II.b.1.c - Replacement or addition of a 
manufacturing site for the FP - Site where any 
manufacturing operation(s) take place, except batch 
release, batch control, and secondary packaging, for 
biological/immunological medicinal products. 
B.II.b.2.a - Change to batch release arrangements 
and quality control testing of the FP - Replacement or 
addition of a site where batch control/testing takes 
place 

12/07/2012 30/08/2012 Annex II The European Commission amended the decision granting 
the marketing authorisation to add manufacturing sites and 
related changes to the final virus suspension. 

IAIN/0014/G This was an application for a group of variations. 
 
B.II.b.1.a - Replacement or addition of a 
manufacturing site for the FP - Secondary packaging 
site 
B.II.b.2.b.1 - Change to batch release arrangements 
and quality control testing of the FP - Not including 
batch control/testing 

09/11/2011 31/01/2012 SPC and PL The Agency accepted the group of variations to add a 
manufacturer as an alternative secondary packaging site 
and as an alternate manufacturing site responsible for 
batch release (not including batch control and testing). 
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IA/0013/G This was an application for a group of variations. 
 
A.4 - Administrative change - Change in the name 
and/or address of a manufacturer or supplier of the 
AS, starting material, reagent or intermediate used in 
the manufacture of the AS 
A.5.a - Administrative change - Change in the name 
and/or address of a manufacturer responsible for 
batch release 
A.5.b - Administrative change - Change in the name 
and/or address of a manufacturer of the finished 
product, including quality control sites (excluding 
manufacturer for batch release) 

05/10/2011 05/10/2011 Annex II and 
PL 

The Agency accepted the group of variations relating to a 
change in name of manufacturing sites. 

T/0012 Transfer of Marketing Authorisation 15/07/2011 24/08/2011 SPC, Annex II, 
Labelling and 
PL 

The European Commission amended the decision granting 
the marketing authorisation to transfer the marketing 
authorisation from "Fort Dodge Animal Health Holland" to 
"Pfizer Ltd". 

II/0011 II - Other quality changes 15/10/2008 17/10/2008  The European Commission amended the decision granting 
the marketing authorisation to add type I glass vials. 

II/0010 II - Other quality changes 15/10/2008 17/10/2008  The European Commission amended the decision granting 
the marketing authorisation to add three manufacturers of 
Foetal Bovine Serum. 

R/0009 Renewal of the marketing authorisation. 14/05/2008 22/08/2008 SPC, Annex II, 
Labelling and 
PL 

The European Commission renewed the marketing 
authorisation. 

IB/0008 1B-36-a Change in shape or dimensions of the 
container or closure 

22/02/2006 22/02/2006  The Agency accepted the variation for replacement of the 
stoppers. 

II/0007 II - Other quality changes 15/06/2005 30/06/2005  The European Commission amended the decision granting 
the marketing authorisation to add a site where the target 
animal safety test takes place and amendment of the batch 
release safety test to bring it into line with new Ph. Eur. 
requirements. 

R/0006 Renewal of the marketing authorisation. 17/09/2003 15/03/2004 Labelling and 
PL 

The European Commission renewed the marketing 
authorisation. 

II/0004 II - New safety warning 13/11/2002 10/02/2003 SPC, Labelling 
and PL 

The European Commission amended the decision granting 
the marketing authorisation to update the product 
information in accordance with the SPC guideline for 
immunologicals, in particular to modify the current warning 
regarding the mineral oil content and the child safety 
warning. Furthermore, the list of local representatives has 
been amended. Amendments have been incorporated in the 
relevant sections of the Commission Decision and this 
EPAR. 
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II/0003 II - Other quality changes 13/03/2002 17/05/2002 SPC, Labelling 
and PL 

The European Commission amended the decision granting 
the marketing authorisation to increase the shelf life from 
12 months to 2 years. Amendments have been 
incorporated in the relevant sections of the Commission 
Decision and this EPAR. 

II/0002 II - Other quality changes 13/03/2002 08/04/2002  The European Commission amended the decision granting 
the marketing authorisation to comply with Commission 
Directive 1999/104/EC thus fulfilling the remaining post-
marketing commitment. The Committee assessed all 
materials used in the production of the vaccine as well as 
the final product and considering the target species to be 
the pig concluded a very low risk for TSE agent(s) being 
present in the finished product. Amendments have been 
incorporated in the relevant sections of this EPAR. 

I/0001 30_Change in pack size for a medicinal product 27/08/1999 30/08/1999 SPC and PL The EMEA approved a type I variation introducing a 
multipack of ten vials with 10, 50 or 100 doses of freeze 
dried vaccine and ten bottles of diluent per carton box. 
Amendments have been incorporated in the relevant 
sections of the Commission Decision and the EPAR. 

 


